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THE APPLICATION IDENTIFIED ABOVE HAS BEEN EXAMINED AND IS ALLOWED FOR ISSUANCE AS A PATENT. 
PROSECUTION ON THE MERITS JS CLOSED . THIS NOTICE OF ALLOWANCE IS NOT A GRANT OF PATENT RIGHTS. 
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I. Review the SMALL ENTITY status shown above. 

If the SMALL ENTITY is shown as YES, verify your current 
SMALL ENTITY status: 

A. If the status is the same, pay the TOTAL FEE(S) DUE shown 
above. 

B. If the status above is to be removed, check box 5b on Part B - 
Fee(s) Transmittal and pay the PUBLICATION FEE (if required) 
and twice the amount of the ISSUE FEE shown above, or 



If the SMALL ENTITY is shown as NO: 



A. Pay TOTAL FEE(S) DUE shown above, or 



B. If applicant claimed SMALL ENTITY status before, or is now 
claiming SMALL ENTITY status, check box 5a on Part B - Fee(s) 
Transmittal and pay the PUBLICATION FEE (if required) and 1/2 
the ISSUE FEE shown above. 
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the paper as an equivalent of Part B. 

III. All communications regarding this application must give the application number. Please direct all communications prior to issuance to 
Mail Stop ISSUE FEE unless advised to the contrary. 

IMPORTANT REMINDER: Utility patents issuing on applications filed on or after Dec. 12, 1980 may require payment of 
maintenance fees. It is patentee's responsibility to ensure timely payment of maintenance fees when due. 
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4a. The following fee(s) are submitted: 4b. Payment of Fee(s ): (Please first reapply any previously paid issue fee shown above) 
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□ Publication Fee (No small entity discount permitted) □ Payment by credit card. Form PTO-2038 is attached. 

Q Advance Order - # of Copies 



overpayment, to Deposit Account Number _ 



5. Change in Entity Status (from status indicated above! 

□ a. Applicant claims SMALL ENTITY status. See 37 CFR 1.27. □ b. Applicant is no longer claiming SMALL ENTITY status. See 37 CFR 1.27(g)(2). 



ir the assignee or other parly in 
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Determination of Patent Term Adjustment under 35 U.S.C. 154 (b) 

(application filed on or after May 29, 2000) 

The Patent Term Adjustment to date is 269 day(s). If the issue fee is paid on the date that is three months after the 
mailing date of this notice and the patent issues on the Tuesday before the date that is 28 weeks (six and a half 
months) after the mailing date of this notice, the Patent Term Adjustment will be 269 day(s). 

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that 
determines Patent Term Adjustment is the filing date of the most recent CPA. 

Applicant will be able to obtain more detailed information by accessing the Patent Application Information Retrieval 
(PAIR) WEB site (http://pair.uspto.gov). 

Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office of 
Patent Legal Administration at (571)-272-7702. Questions relating to issue and publication fee payments should be 
directed to the Customer Service Center of the Office of Patent Publication at l-(888)-786-0101 or 
(571)-272-4200. 
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Application/Control Number: 10/530,571 Page 2 

Art Unit: 1625 

EXAMINER'S AMENDMENT 

An examiner's amendment to the record appears below. Should the 
changes and/or additions be unacceptable to applicant, an amendment may be 
filed as provided by 37 CFR 1 .312. To ensure consideration of such an 
amendment, it MUST be submitted no later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a fax received 
from attorney Harry B. Shubin on date July 31, 2008. 

m THE SIMP LIFICATION 

After*, paragraph banning *T l.ne 2*. m* ^ « nd ™^ &l ^ 31 ' 
page 4, please insert The following: 

Brief Pest ,-" ptiftn <if Drawing s 

Figuffi 1 i*piwem differential ihermal analysis of a compound of formula 
I in whiLh n is 1 and R is meihuxy. 

Fis** ^ « P ns«i« -n 1(1 adsorption spectrum of the impound of Figure 



1. 



Figure 3 lepreafflB an X-ray detraction spectrum of Ac compound of 
Figure I 

Figure 4 represents different! *«mal analysis of a compound produced 
in comparative example t 

Hfeiitt 5 repress an 1R spectrum of the comparative compound of 

Figure 4. 

Figure 6 represents an X^ray diffraction spectrum of the comparative 
compound of Figure 4_ 
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Allowable Subject Matter 

Claims 1 and 3-15 are allowed. 
The following is an examiner's statement of reasons for allowance: 

The rejection of claims 3-12, and 15 under 35 U.S.C. 112, second 
in the previous Office action is withdrawn due to Applicant's argument in 
Brief on Appeal dated on 05/12/2008. Applicant's argued that a "salt" must 
not necessary be a dry product, such an assumption is unsupported in 
chemistry. It is well known that salts of carboxylic acids can exist dissolved 
or suspended in solution. For example, see the attached portion of an 
introductory college organic chemistry text, noting that carboxylic salts can 
be dissolved. Moreover, step (b) of the claim recites acidifying an aqueous 
solution of the salt obtained after step (a). Thus, it is clear that the claim 
encompasses the "steps" of forming a salt and acidifying an aqueous 
solution of the salt product produced on (a). Moreover, it is submitted that 
"forming a carboxylic acid salt", for example, by adding hydroxide ions to 
the corresponding acid as detailed in the attached organic chemistry text, 
is manifestly well known to those of skill in the art. 

The rejection of claims 13 and 14 under 35 U.S.C. 102(b) over 
Brunet et al., WO 00/391 13 in the previous office action is withdrawn due 
to Applicant's argument in Brief on Appeal dated on 05/12/2008. 
Applicants argue that such a metastable form is not disclosed in the 
commonly assigned reference, as clearly evidenced by the allowance of 
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claim 1 reciting such form. For example, at page 7 of the present 
specification, solid formations which are "pharmaceutical compositions" of 
a metastable compound of formula I are disclosed, including tablets and 
granules. Moreover, the paragraph bridging pages 7 and 8 discloses a 
solid composition for oral administration. Example 3 of the specification, at 
page 13, discloses advantages of the metastable form of the compound of 
the invention, where that metastable form is prepared as a powder 
suitable for grinding or micronization. 

Any comments considered necessary by applicant must be 
submitted no late than the payment of the issue fee and, to avoid 
processing delays, should preferably accompany the issue fee. Such 
submissions should be clearly labeled "comments on Statement of 
Reasons for Allowance." 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Niloofar 
Rahmani whose telephone number is 571-272-4329. The examiner can 
normally be reached on Monday through Friday from 8:30 am to 5:00 pm. 
If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Janet Andres, can be reached on 571-272-0867. 
The fax phone number for the organization where this application or 
proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained 
from the Patent Application Information Retrieval (PAIR) system. Status 
information for published applications may be obtained from either Private 
PAIR or public PAIR. Status information for unpublished applications is 
available through Private PAIR only. For more information about the PAIR 
system, see h ttp ://pa i r-d i rect . u s pto .gov . Should you have questions on 
access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 
/NILOOFAR RAHMANI/ 
08/01/2008 



ID. Margaret Seaman/ 
Primary Examiner, Art Unit 1625 



